incLiviauax 




10079154 - 01 - 00-01 


Fonil AppnWBd 0MB No. 0eiIM)2ei. ExpitM. 6/30/2010 
Sm OM6 statemenl on reverM. 


’Ey user-fmitics, 
bucors aM nianufacturers 
3 ATOR Y reporting 


Mfr Report# 
UFrtmporter Report# 


FORM FDA 3500^(2/13) 

fl. ^Hent Identifier 12. Age at Time 
(b) (6) of Event: 

Of - 

Date 

In confidence of Birth: 


Page 1 of > 


(b) (6) 


r~| Female 

0 


1 0 Adveree Event and/or Q Product Probkm (e.g., <hf»cUir»lhjneticns) 


2. Outcomee Attributed to Adveree Event 
fChecA a/7 fhar spp(yj 

f~l Death: P~| OiaabiNty or Permanent Damaoe 

irnmnvr/y^ 

0 Life-threatenin# Q CongerWtal Artomaly/Birth Defect 

[7] Hospitaldation • initial or proton^ed Q Other Sertoue (Important Medical Events) 
I I Required Intervention to Prevent Permment Impalfment/Damape (Devices} 


3. Date of Event (nvnWyyyy) 4. Dateof Thk Report (nm^a^^y/yy) 

03/09/2014 03/31/14 


5 Deecrtbe Event or Problem 

52 yo man with hepatitis C/cirrhoaia admitted on (D) (d) 
with pneumococcal bacteremia, successfully treated, but 
then developed severe C. difficile infection which was 
resistant to treatment with po vancomycin, IV 
metronidazole, and vancomycin enemas. Complicated by 
ileus, which eventually resolved but continued to have 
high volume diarrhea. Under fecal transplant via 
nasoduodenal tube (confirmed to be in the 3rd/4th 
por^j^^ duodenum) on 03/06/14. Diarrhea improved. 

On (Dj (b) required transfer to ICU for septic shock. 
Biooa cultures grew 2 strains of pan-susceptible E. 
coli. Peritoneal fluid also grew E. coli. Treated with 
vasopressors and antibiotics and transferred back to 
floor on (D) (d) Remains hospitalized for an unrelated 
problem (possible thigh abscess). 


CW 

ftPR 1 4 20 W 


o. HelovantTests/LsboretorvBsts.tRclucSlneOatMi 
Blood cultures on; (b) (6) 

Peritoneal fluid culture on (b) (6) 


(Continue on page 3) 


I V.:.""':.. : 


1. Nairn (Give ItbeM ttranptt , mliMbtlei) 

Human stool obtained from OpenBiome 

) 

2. Doaa, Fnquancy ft Route Used |3. Tharapy Doti 

IromAo (orU 

#1 25 ml via Dobhoff tube #i03/O6/I 


FnAUaaOnlyl 


3. Tharapy Dotaa (If uritnown, give duration) 
tromdo (or best attimtla) 


«1 03/06/1^ 

« 



B. NDC or Uniqiw ID 


0, £vant Abatad Aflar Uaa 
Stbppad or Doaa RaducadT 

#1 Qno 


Ye. □(*, 


8. Event ResppMred After 
Relntroductlon? 

#1 Qy.. Dno 


10. Concomkanl Medical Products and Therapy Dates (Exdutk tn§trmnt of eveng 
Prior to fecal transplant was treated with po 
vancomycin, IV metronidazole, and vancomycin enemas 


(Continue on page 3) 



2. Common Dsvfct Name 


3. Manufacturer Name, CRy and State 



5. Operator of Devica 

I I Health PrDfBtBional 
r~) Lay Uier/Patient 
□ other; 


Unique Wenurier (UOI) # 


e. If Implanted. Give Date (mmfMfyyyy) 7. If Exptented, Give Dete (mm/d^/yyyy) 


8. lo this • Slngle-ust Device that wm Reprocessed and Reused on a Patient? 
□ Yea □ No 


9. If Yea to Hem No. B, Enter Name and Address of Raprocssaor 


__ (Continue on page 3) 


7. other Relevant History, including Pretxleting Medical Condmons (o.g . oBo/i^s 
race, pngnoncy. smoking snd slcohol uso. bopoOc/ronsl Uystuncbon. otc.) 
Hepatitis C + alcohol induced cirrhosis 
Schizophrenia 


(Continue on page 3) 


Submission of a report does not constitute an admission that medical 
personnel, user facility, Importer, distributor, manufacturer or product 
caused or contributed to the event 


10. Device Available for Evaluation? (Do not send to PDA) 

n Yee □ No □ Returned to Manufacturer on:_ 

__ {mmfOOfyyyy) 


11. Concomitant Madlcal Products and Therapy Dates (Exclude fraetmen/orevent) 


(Continue on 



4 Initial Reporter Aleo S^f 
Report to FDA 

r~1 Yea □ No Q Unk. 






















PLEASE TYPE OR USE BLACK INK 


10079170-01-00-01 

me PDA safety inronnation ana 
Adverse Event Reporting Program 

^or |3.S«x' 


II essional Report 

^ reporting of 
ct problenis and 
product use errors | j ^ 


Fonn Amoved: 0MB No. 091(>-0291, Expires: 12/31/2011 
See OM6 statement on reverse. 


Triage unit 
sequence # 



[71 Female 
□ Mile 


4. Weight 

234, 



7. Other Relevant Hlatory, Including Preexiatirw Medical Conditions (e.g., 
aJt9rgf9s. race, prvgnsncy, smohng and afcoM use, livefAxhey pfobhms. 9tc.) 

1. Fecal transplant 02/21/2014. 

2. History of hypertension. 

3. History of hyperlipidemia. 

4. Chronic low back pain. 

5. Chronic obstructive pulmonary disease. 

6. History of pseudomembranous colitis. 

7. History of septic shock from UTI and C. difficile. 

6. History of B12 deficiency. S 






Product Available for Evaluation? (Do not S9n</product to FDA) 
P] Yes Q No Q Returned to Manufacturer on: 





2. Dose or Amount 

#11 


Fraquancy Route 




Check all that apply: 

1. Adverse Event Q Product Problem (e.g., defectsAnelfuncbons) 

Q Product Use Error Q Problem with Different Manufacturer of 5ama Medlchia 


2. Outcomes Attributed to Adverse Event 

0 Death; V^/ _ O Disability or Permanent Damage 

(mm/dd/)yyy) 

[ I Ufe^threatening [_| Congenite} Ar»omaly/Birth Defect 

□ HospiialiMtion - Inittai or prolonged □ other Serious (Important Medical Events) 
Q] Required Intervention to Prevenl Permanent Impeirment/Damage (Devices) 


3. Date of Event (mnVdd/^yyy) A. Date of this Report (mmAidyyyy) 

02/26/2014 _ 04/10/2014 __ 

5. Describe Event, Problem or Product Use Error 
on: The patient was initially salvaged in the ICU from 
unresponsive fulminant C.diff with FM7 given by EGD. 

She then went to an ECF where her C.diff recurred and 
she was started on Vancomycin 12S QID, the appropriate 
dose. She wasn't responding to outpatient oral 
Vancomycin so a colonoscopy was performed to insure C. 
diff as the cause and to rule out other causes of her 
diarrhea. Colonoscopy revealed pseudomembranous 
colitis suggesting recurrent severe C.diff and FMT was 
performed. When I was asked about this patient I 
suggested an increase of Vancomycin to SOOmg QID and 
to go ahead with FMT as ... 


13. Dates of Use (If imknown, give duration) Ifonvio 
(or best Bsdmata) 

#1 02/21/2014 - 02/21/2014 


#2 


4. Diagnosis or Reason for Use (indication) 
#1 C.Oiff Infection 


5. Event Abated After Uss | 
Stopped or Dose Reduced? 

#1 nve* Hno 17 ]Doe«n 1 

Apply 



7. Expiration Date 
#1 



#2nYe8 dno n?®®*"** 

'-'Apply 


9. NDC # or Unique ID 


2. Common Device Name 


3. Mamificturer Name. City and State 



4. Modtl* 

Lx>t« 

C«talog* 

ExpIrMion Oat* (mm^M^yyy) 

Serial# 

Ottwr# 


5. Operator of Device 
n Health Profosstonel 


□ other. 


6. If Implanted, Ghri Date 7. If Explanted, Give Data fmmtltpyyyy) 


8. Is this a Si n gle-use Device that was Reprocessed and Reused on a Patient? 

□ Ycs □no 


9. a Yet to Item No. 8. Enter Nemt Sfid Address of Reprocessor 




nufacturer. 


#2 Name: 
Strength; 
Manufacturer 


FORM FDA 3500 (1^09) 



2. Health Professional? 3. Occupation 
0Yes riNo Nurse 


4. Also Reported to: 

0 Manufacturer 

5. If you do NOT want your Identity disclosed I 0 Facility 

to the manufacturer, place an "X" bi this box: Q] Q Distributor/lmporter 


Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event. 






































B.S. Describe Event or Problem (continue) 

... it might assist treatment as it did initially in the ICU. They should have continued her Vancomycin SOOmg QID 
and used the FMT as an adjunctive treatment, not a primary treatment. The treating GI physician however did not 
continue her Vancomycin after the FMT, thinking that the FMT was enough and it is not. He used the FMT as the 
primary treatment and that was not the appropriate treatment. After a few days the patient was readmitted with 
fulminant C.diff colitis. Perhaps she would benefit from emergency surgery immediately, but they waited until 
morning and the patient died. 


Individual Case Safety Report 



10079170-01-00 02 


OSS 

APRHfBi 





B.7. Other Relevant Hlatoiy, Including Preexisting Medlcel Conditions ^e.g., allergies, race, pregnancy, smoking and alcohol use, hepabc/renal dysfuncton, tic.) (continued) 

... History of insulin-dependent diabetes mellitus. 

1C. History of chronic kidney disease stage III. 

13. Anxiety, depression disorder. 


Individual Case Safety Report 



10079170-01-00-03 



Individual (Jase aarecy a<;vui. >. 



10170 GC; 8 -Ci 1 - 00-01 

Muverse tveni Keportmg Program 

; v_ ; ^ ■■ 

i^'*/ ■ 2 at Time of Event or 3 Se» 

(b) (6) Date of Birth: 

I 2 years old LJ 


\RY reporting of 
>duci problem? and 
use errors 


FofTTi Approvec 0MB No DS10*0291 Expires 6/3CV201£ 
See PRAslatemenI on reverse 


Page 1 of^ J 


Thepe iriil 
sequer>oe if 


4 Wfilpht 


2 Dose Of Amount 

#1 rrm 


Frequency Route _ 

or.ce I Ivia col!:riC£..or.y 


n Female 
0 Male 


(or bast esiimaie) 



In confKlerKe | | j - ^ | I II 

13 Dates of Use (It unknewn. gtve duration) trem/lo | S Event Abated After Use 
^'ckarthal apply: ------ " for es/rmafej - 

1 f7] Adverse Event PI Product Pioblem (e o . detects^alfi^Uons) ^ 20} 4 _ 

r3 Product Use Error Q Problem wtth Different Manufacturer of Same Medicine 


2 Outcomes Attributed to Adverse Event < Diagnosis or Reason for Use (IKlcalion) 

(Checkainhatapply) til f.ecuirerj- r . cifi.cile 

D Death _ Q Disabiirty or Permanent Damage 

(mm/aa/yyyy) 

|_1 Life-threalening LJ Congenital Anomaly/Brth Defect 

0 Hospitalization - irwlial or prolonged Q Other Serous (Ifrportant Medical Events) 11® *-o' 

P~l Required Intervention to Prevent Permanent inpairmenl/Oamage (Devices) j | 


3 Date of Event (mm/dd/yyyy) 4 Date of this Report (fnm/M/yyyy) 

04/11/2014 05/01/2014 


5 Describe Event Problem or Product Use Error \ y 

Patient li lervcnt a fee-', iniciobiota trarisple-': iFI-fT) 
f~r a history oi rectrr^ht il. ailiiciie on t.-.t roclllilig 
o£ </4/201<. His r;sc that afterr.'rn showed a 
bla r '.et coont ol SS.-'X'. (b) (6)’*;at6i |on 

; (b)(6) he developed t niecr.:ae ar.c wuf iound to have' 

s pl;iCfcj.et coL.ir. ■~'i 26,000. He required hespitai 
aanissior. fer pietelet translusion. 


Stopped or Dose Reduced? 

« DVes Hno [7] Doesn't 
__Apply 


fr.cile 8 Event Reappeared After 

Reintroductlon? 

PI Dyes Dno 0Doesn't 

_ Apply 

7 Expiration Date « Dyes Dno □ toesn't 

App’y 


9 NDC H or Unique 10 



6 Relevant Tests/Laboralory Da 
Plate-et counts: 

80,000 
(b)(6) -..roc 


MAY 13 row 


7 Othet Relevant History, Including Preesisbng Msdical Conditions (e.g.. 
allergies, race, pregnancy, smoking and alcohol use. Itver/kidney problems, etc ) 
Ir.tjarninatory Bowel Disease 
Rewjcren': C. difficile 

(b) (6) 


2 Common Device Name 

2b Procode 

3 Manufacturer Name, City 8r>d Slate 





5. Operator of Device 

[~| Health Professional 

Expiration Date (mm/dd/yyyy) Q Lay User/Patienl 
r~l Other 

Unique identifier (UDI) it 


6 If Implanted, Give Date fmm/lAif/yyyyl 7 If Expianted, Give Date fm/n/0d/yyyyl 


8 Is this a Single-use Device that was Reprocessed and Reused on a Patient? 
□ Yes □ No 


® If Ye* to K«m No. 8, Enter Name and Address of Repreeeseor 


ProAicf names and thempy datas (exc/ude treatment of ei/enfj 


Product Available for Evaluation? (Do not sendprochet to PDA) 
□ Yes 0 No 0 Returned to Manufacturer on: _ 


1 Nante, Strength, Manufacturer f^om product labet) 

#1 Name' tcoir-. healthy ci^rior used fer PMT 

Strength 
Manufecturer 
#2 Name 
Strength: 

Manufacturer 

FORM FDA 3500 (2/13) Submission of s report does n 


(b) (6) 


2. Health Professional? 13 Occupation _ 

0 Yes 0 No rh;-£,::iri 

5 iryoudo NOT wantyour identlVdiselosed 
to the manufacturer, pbee an in thrs box: 0 


4 Also Reported to: 

0 Manufecturer 
0 User Facility 
0 Disinbutor/imporler 


Submission of a report does not consliluie an admission that medical personnel or the product caused or coniribuled to Ihe event. 
































Check all that apply; 

1 . Q Advaraa Event Q] Product Problefn (e g.. tiefectsMiuJfvnciions) 
rn Product Uea Error Q Problem wMh Different Manufecturer of Santa Medicine 


2. Outcwnes Attributed to Adverse Event 
(Check bH that sf^y) 

I I Death; _ D Dteabflity or Permarwnt Damage 

(mm/dd^yyyy) 

I I Llfe-threaiening [_J Congerttial Aitomaly/Birth Defect 

n Hospitalization • inKial or prolonged Q Other Serious (important Medical Events) 
rn Required Intervention to Prevent Permanent Impairment/Damage (Devices) 


3. Date of Event (mm/cki/yyyy) 4. Date of this Report (mm^dd/yyyy) 

07/31/2014 09/02/2014 


5 Describe Event, Problem or Product Uee Error 

The patient is « with C-S quadriplegia 

since a MVA in (^)(®) He had multiple 
recurrences of C. difficile since November'2013 after 
receiving an antibiotic for a UTI. He initially 
required hospitalization for the C. difficile 
infection. He was treated with several courses of 
vancomycin, including a vancomycin taper. Stool C. 
difficile PCR was positive on 5/5/14. Stool studies on 
6/2/14 revealed no pathogens on culture, negative 
Campylobacter antigen, negative Giardia antigen, 
Cryptosporidium EIA negative, C. difficile PCR 
positive. 


6. Relevant Testo/tfiboratory Data, Including Dates 

Routine donor testing on 1/13/14, 2/25/14, 4/24/14 and 
6/30/14 were all negative for stool O&P and Giardia 
(b) (4) Moreover, OpenBiome archives an aliquot 
of stool from every donation. The aliquot was pulled 
and stool O&P and Giardia ^b) (4) were both negative 
on the stool sample that Was useo for this patient's 
transplant. 


7. Other Relevant History, Including Preextodna Medical Conditions (e.g., 
allergies, nee. pregnancy, smolang and alco/>o7use, kvar/kidney problems, etc.) 
Past medical history positive for femoral DVT, 
osteomyelitis at donor iliac graft site, neurogenic 
bowel and bladder, and GERD. 


5 Event Abated After Uee 
Stopped or Dose Reduced? 

#1 nves nNo EDoetnl 

Apply 


4. Diagnosis or Reason for Uee (Indication) 

*1 Recurrent C. difficile colitis 



£. Event Re 
Rein trod 

#1 Gves 

appears 

uction? 

□ no 

^ Aftof 

CnDoesnl 

Apply 

*2 Gve, 

□ no 

P|Doe»nt 

‘-'Apply 

IS. NDC « or Unique H> 


lEjEaSBiSiTiMBlgiMClBElii^ 


2. Common Device Narrte 


3. Manufacturer Name, CKy and State 



IB 20U 


4. Modal* 

Lot# 

Catalog* 

Expiration Dot* (mmfiSif/m) 

Serial» 

Unlquo Montlfier (UDI)« 


6. Operator of Device 
rn Health ProfesaionBl 


□ other: 


6. K Implanted, Give Date (mmnxi^yyyy) 7. If Explanted, Give Date (mmfdd/yyyy) 


B. la this a Singla-uae Device that was Reprocessed and Reused on a Patlont? 
□ Yei GNo 


9 If Yes to Item No. I, Enter Name and Addreso of Reprocessor 




Product namts and therapy dotes (exdude treatment of event) 
See p. 3 




Product Available for Evaluation? (Do nof send product to FDA) 
0'*^®* n No [~| Returned to Manufacturer on' 

1. Name, Strength, Manufacturer (from product label) 

#1 Name; Human stool 
Strength: 

Manufacturer OpenBiome 
k2 Name: 

Strength: 

Manufacturer 


FORM FDA 3500(2/13) Submission of a report does I 




(b) (6) 


I rieann r'rofeaeionaiY i u. uccupanon 


je. AiBO Keporteo lo: 


B Y®® n No [phyaician _ 0 Manufacturer 

6. If you do NOT want your W&nttty dlocloood D User Fadlrty 

to the manufacturer, place an In this box: 0 0 Disthbutor/importer 


Submission of a report does rx>1 constitute an admission that medical personnel or the product caused or contributed to the event 


5. If you do NOT want your Identity dioclosod 

to the manufacturer, place an In this box: 0 


r 




















































B.S. Ocscriba Event or Problem (continued) 


I He underwent fecal transplant on June 26, 2014 using donor stool from OpenBiome (donor specimen 

(b)(6) Despite the transplant he continued to have diarrhea. Subsequent testing on 7/31/14 revealed 
that his stool Giardia antigen was positive and stool C. difficile PCR was also positive. He was then 
treated with a course of metronidazole. Repeat testing on on 6/21/14 showed that the Giardia antigen 
was now negative, and C. difficile PCR was negative on 8/25/14. I spoke with the patient's mother this 
morning and she tells me that his diarrhea has resolved. This raises the question as to the source of 
the Giardia infection and whether the donor stool may have been the source. The patient has no recent 
travel history and has not drank water from any streams. Water is supplied to his home by a private 
company (they do not have city water and do not have a well). The patient's mother has discussed this 
with the local health department. With regards to the donor, screening has been performed every 2 
months since January 2014 (see below) and all screening tests have been negative, including stool OSP 
exams and Giardia !(b) (4) 


B.6. Relevant T*at«4.aborstoty Data, Including Dateo (continued) 

Routine donor testing on 1/13/14, 2/25/14, 4/24/14 and 6/30/14 were all negative for stool OSP and 
Giardia (b) (4) Moreover, OpenBiome archives an aliquot of stool from every donation. The aliquot 
was pulled and stool OSP and Giardia (b) (4) were both negative on the stool sample that was used for 
this patient’s transplante 


8.7. Other FUtevanlHJfitory, Including Preexisting Medical Condltiono (e.g., Bltergies, nee. pregnency, smoivng end eJcohol use. hepetic/renatdysfunction, etc.) (continued) 


F. ConcomHarrt Medical Producta and Therapy Dates (Exclude treetment of event) (conbnued) 

baclofen, bisacodyl, dantrolene, docusate, famotidine, levalbuterol, loratadine,lorazepam, 
multivitamin, ondansetron,oxandrolone, oxycodone, promethazine,senna 


il 



PLEASE TYPE OR USE BLACK INK 


V *94aLW/ w 



Fax: +1 (800) 332*0178 


10469117-01-00-01 


rwmin ruM 

/i- «>s«i‘»ntldanWi«r 12 Agc&tTbno 
(b) (6) otEwnt: 


r use by user-facilities, 
listributois and manufacturers 
ANDATORY reporting 

Page 1 of 8 


Pag* 2 of 9 09/10/2014 6:46 

FormAppTOed 0MB No 0910-0291. etpinK 6/30/2016 
ee QMS stalamert*. on reverea. 
M(rR«por1 ft fh'l {R\ -1 


Mir Report ft (b) (6) 
UF/lmporter Repo-t # 


Female 
I 1 Male 


1 


1. Advene Event and7or Q Product Problem (e^.. de/ccts/maffunctions) 

7 Outcomes Attributed to Advereo Event 

(Chech w Jher epr"'* ,, . , ^. 

BDeam:_ (b)(6) _ 

{t$iiii/uufyyyyj 

I Life-threateniae 

n Disability or Permanent Damage 
(*1 Congenital Anomaty/Bifth Defect 

1 } HospiializalOn - initiat or pmion9ed 

Other Serious (Important Medical Events] 

1 1 Requited inlervention to Pievent Permar^nt impalrmenlfOa'nage (Devloes) 

3. Date oT Event (mmAld/yyyy) 

4. Dale Of This Report (mrtVdd/y/^ 

08/11/2014 

08/11/2014 


S. Daicfibe Evaet or Probtotn 

BOF with multiple major comorbidities (lynphoina, acute 
renal failure) and severe, conplicated CDl (Horn Index 
4). Pre-test probability of FHT success was low and non¬ 
response to FMT via GJ on background of no adverse 
events was reported. 

Briefly, ongoing respiratory failure in rehabilitation 
facility (legoniella versus CHF) and transferred to 
hospital with diagnosis of pneumonia, in turn, treated 
with broad spectrum antibiotics. Diarrhea started after 
enpiric antibiotics initiated in the rehabilitation 
facility. CD! positive and clinical picture of severe, 
conpliceted CDI including transient ileus but no toxic 
niegacolon on CT. Patient treated with Vanco PO/PR, 

Flagyl and Fidaxomicin without benefit, and continued 
evidence of SIRS with pulmonary and GI sources 
inplicated. 


Continued on page 5 

_ (Continue on page 3) 

6 RelvvantTeats/Lsboratoiy Data. Inctudlnp Dates 
Patient had stool PCR positive for C. difficile on 
(b)( 6 ) Patient had flexible slomoldoscopy with 
I pseudomembranous colitis on (b) (6) 


SEP 22 20 M 


£^Cc>^ FDAUt.O 


1. Nwtm iXrenglih 

ifi C^enBiome 30n\L Fecal Microbiota Preparation 


2 Dosa, Frequency & RouUU»od 
# 1 30inL, Once, J-Tube 


3. Therepy DeUe {tfunkjtown, gl/e duraVon) 
from/io {or best estimait) 

Ft Oe/ 08 / 201-3 

F2 


4. Di^no&is forUse 

#! Refract., svr conplicate., CDI 



5. Event Abated After Use 
Stopped or Dose Reduced? 

nfes nno [7] Doesn't 
>—I i—J uu Apply 


7.Esp.Dat. Mo. 

02/07/2014 8. Event Reappeared After 

Reintroduction? 

»i Dves Ono 


«DYes dno 


10. Concomitsjit Medict! Product! ejtd Therapy Oetee (exclude treatment of tvern) 
Cheiootheropy for lynphoma (5 weeks prior); Stress-eJose 
glucocorticoids; Anti-C. difficile antibiotics including 
metronidazole, vancorrycin, fidaxomycin; Levophed for 
blood pressure support 

(ConiJnue on page 3) 


9. NDCR or Unique ID 


1. Brtmd Neme 


2. Common Device Nome 


3. Manufacturer Neme, City and State 




4. Model« 

Lot# 

Catalog 8 

Ejgitratlon Date (mm/tUVm'i 

Serial# 

Unigu* ld*nmi«r (UDI) t 


. Operetor or Device 
I I Health Professional 
f~~| Ley UserfPafceni 


6. If Implanted, Gfv® Osto f/nm/ddVwy/ 17. H Ej^ilantad, Give Date (mmfdd^y//) 


9. U Yea to ftem No. I, Erftor Nemo end Addrets of Reproceaeor 


10. Device Avtllablo for EvatuaDon? (Do nc< $end to PDA) 
n Yes n I I Returned to Manufacturer on- 


.SEPS2 2 


_ (Continue on page 3) 

7. ot/i*r Rpkvpnt Hlstoiy, Including Prpoxlstlng Msdlcst Conditions (e.g., mtlerg^a, 
mn, pr^efKy, amoking and otc^o/upe, hepetklnmt dyafunction, ate.) 

1. Lynphoma - chemotherapy 5 weeks prior including 
stress dose steroids 

2. CHF - severity unknown 

3. Recurrent pneumonias/respiratory failure with 
previous trach/PEG 


BN IT,ltfaRE.P.6RirER 


Continued on CMgc 3 

_ _ _ (Continue on page 3) 

Submission of a report does not constitute an admission that medical 
personnel, user facility. Importer, distributor, manufacturer or product 
caused or contributed to the event. 


2. Health Profasslonil? 3, Occupation 

0 vts □ No Physidan 




















F»y: +1 (800) 332-0178 


P»g» 3 of 9 09/19/2014 6:46 


4iiuJL VXu.uct4. w 


10469117-01-00-D2 


Page 2 of 


'^Cj>36B> ^ 

-km®--,- 


1 Ch»ck One 

Q User Facility [~~| Irtyoner 
3. User Fadtrty or lmpo«ter Name/Addrese 


2 UF/lmporter Report Number 


4. Contact Person 


6. Date User FadJtty or 
Im porter Bocemo 
Aware of Event fmrn/dd/yyy>^ 


6. Phone Number 


7. Type of Report 


9. ApproKtmate 
Age of Device 


( } Initia' 
QFolloW'UpA . 


10. Event Problom Codes (T^efertocodfngmaftoal) 


8. Date of This Report 
fmmW/yyyyj 


11. Report Bern I© FDA? 


12. Lecstlen Where Event Occurred 


□ Yes_ 

fovnWlOW; 


13 Report Bent to Manufacturer? 

□ Yes 

m (mrrM^yyyJ 

□ No 


14 ManufacUirer Namo/Addrees 


I iHospIt^ 

I [Home 

□ Nursing Home 

I j Outpatient Treatment 
FaeWty 

□ Other._ 


□ Ojlpelient 
Diagnostc Fadtiiy 

□ Ambulatory 
^ Surgical Fadllty 


1 Type of Reportable Event 

□ Death 

□ Serious Injury 

□ Malfunction 


3 Device Evaluated by Manufacturer? 

□ Not Relumed to Manufacturer 

I I Yes □ Ev^ualton summary Attached 

□ No fAffdch papt to explain wiry noi) or 


2. VFollow-up, What Type? 

I I Correction 

□ Addiborxat tnformaCon 

□ RespfWise to FDA Request 

□ OevlQB Evaluabon 

4. Device Manufacture Date 
(mmyy/y) 


IS. Labeled for Single Use? 


6. Evem Promein and Evaluation Codes (Refer ro codtnp menoa!} 



7. If Reniodlal Action Inidated. Checit Type 


□ Recall 

□ Repair 

I I Reptece 

□ Retabelhfl 

□ Other._ 


□ Notificetion 

□ inspeebon 

□ Pfitient Monllohng 

□ ModificaliorV 


t. Usage of Device 

□ Ihitial Use of Device 

□ Reuse 

□ Unknown 

8. K action reported to FDA under 
21 use 360l<n. Ilet correction/ 
removal rep^ng number: 


ID. □ Additional Manufacturer Narrative 




I. Contact Office (and Manufacturing Site for Devices) 


Name 

ppenEiojite 


Address 


(b) (4) 


Email Address 

5afety8openblonie.org 



6 HIND, Give Protocol« 


Combination „ 
Produd □ Yes 

Pre-I 93 e □ Yes 

OTC Product □ Yes 


I 2. Phone Number 

617-675-2201 


3. Report Source 
(Check a# Ihef tppM 

□ Foreign 

□ Study 

□ Lileroture 

n Consumer 

^ Health F*roiessionaJ 

□ User Facility 

□ Company 
Repnesentalfve 

□ DlstribulO'- 

□ O&wr 


7. Type of Report 

(Check all fhaf apply) 

□ S-day □ SO-tfay 

□ 7-<lay □ Periodic 
Q I (May Q ir'IKal 

Q IS-day QPo’Jow-up*_ 


9. Monufecturer Report Number 18. Adverse Event Termfs) 



1 f . □ Corrected Data 


2)14 


This section opplioscnlylo reqidr^rtonts of Che Paperworft Reduction Act of 1M1. Department of Healh ond Human Services 
The public reporting bidden for this celleclon of hformeion has been estimeled to avenge 68 Drug Admlnlstrdion 

minutes per response, tocludhg Ihe lime fer reviewing instructions, seercHng existing date Office <f Chief Infomiatlon Officer 

sourtes, gathering and maintaining Ihe data noedod. and complellng and reviewtog Ihe colie cHon Paperwork Reduction Ad (PRA) Staff 
of liTormatlon. Send commertis regarding Ihls birden estimate or any other aspect of this PRAStaf^f^hhs.gw 

collecilon of Information, Including suggestions for reducing this burden lo; PiesseOO NOT P^BTVRNtMstorm i 


Dsparfrneni rf Healh and Human Services 0MB Btatemorrt 'An agency may nol 

Food efKJ Drug Adnrinlstrdlon condjcl or sponsor, and a person Is rrol 

Office cf Chief Information Officer reqiired lo respond lo. a colledlon rf 

Pap enw^ R eduction Ad (PRA) Staff Information unless l! displays a currently 

PRAStaf^f^hhs.gw vallcj OMB control fKjmber." 

Piease 00 NOT RETURN tMs form to the above PRA Staff emaU ttddnss. 
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10469117-01-00-0: 


FORM FDA 3500A (2/13) (cor^muBd) 


Fay: 4l (800; 332-0178 
age 

(COMTINUATION PAGE) 
or uac by user-facilities, 
distributors, and manufacturers 

MANDATORY reporting 
Page 3 of 8 


Page 4 of 9 09/19/2014 6:46 





Other Remar1(e 







PLEASE TYPE OR USE BLACK INK 



Fax: +1 (BOO) 332-0178 


Page 2 or 38 0S/1S/Z014 6:45 

OMSNc 0910-0261. Expires 6’3a'2015 


10469127-01-00-01 


use by user-facilities, 
istributois and manufacturers 
WDATORY reporting 


Re^orl if (b) (6) 
UFflmporior Report H 


99 0MB etetemeA! on revofee. 


(b) (6) 


3 Scx 

4. WeipW 

r~| Female 

__ bs 

[2] Male 

0/ 

_ XfiS 


FORM FDA 3500A (2/13) Page 1 

' - - 

'b)"6)'®"*’**"***“' 2 *11^«Tuna 3 Sox 4 Weight 

O'-Q Female _ b 

Irvconftdenoe Sreirth; (b) ( 6 ) [2 Male _ ^ 

®(S .. . - 

1. [2 AdvoiM Event and/of Q Pnxtuet PrditeRi (e.g.. ilefecti/inaDunaions) 

2. Outcomes AttniMitad to Adverse Evora ~~ 

(Ch^ek of tear 4ppfyj 

D boalli:^_Disability or PcmiaTenl Damage 

iBBiwainvw- 

(2 Ufe-thteatening Q Congenital Anomaly/Birth Defect 

0 Hospilatzabon - initial or prolonged Q Serious (ImponanI Medical Event) 
Q Required Intervenltpn to PrevenI Pemiinenl Impatme-nyDaniaBe (De*iCBS) 

3 Dote o(Event (mm/arVivyy) 'p Dcte ofTbieReport (mmVdfmyJ - 

_^/31/201d 09/19/2014 

S. DesCfOu Cvem or ’ 

23M with C-5 paraplegia and recurrent CDI (modified Horn 
Index 3) and Giardie following FMT. Briefly, recurrent 
CDI non-responsive to standard therapy with positive CDI 
PCR on background of negative stool studies including 
Giardia antigen, Cairpylobacter antigen, Cryptosporidium 
EIA, culture. Underwent FMT via NG but continued to have 
diarrhea. Re-tested (Day 35 post-FMT) and positive for 
stool Giardia antigen and CDI PCR. Treated with course 
of metronidazole and repeat testing for both Giardia and 
CDI negative with subsequent clinical resolution. 


1. Nfism ('GK« £ mlrA^lerj 

#1 C^enBiome 30mL Fecel Kicrobiota Prepacacion 


FDAUa* Only] 


'2 Dch»«g Frequency & Route IHtd 
nil 2SinL, ^ce, NG Tube 


3 Therej^ Odes (Huf>ffnovm, gve 
ffomAo for best estimate) 

ttt 0€/2W201< _ ! 

ff2 I 


r~I DieaMIty or Permanent Damage 
Q Congenital Anomaty/Birth Defect 
I I Other Serious (Important Medical Evente) 


4 Di^noais forUso flnd/cafbn; 

FI Recurrent C. difficile colitis 


6 I fii« 

(b) (6) 


f Exp. Deta 

FI 12/10/2014 


5. Event Abated After Uea 
Stopped or Doae Reduced? 
*1 □''« □«» 

■« Dres Dho 

B. Event Roappoered After 
Rtintroduction? 

*1 Dves Hno 

*—'Apply 


9 Nt>C« or Unique ID -- -- 

__ |« dno 

10 ConcomittsK Medical Products and Therapy Dstss (eiojdt irttontm of eneny 
baclofen, bisacodyl, dantrolene, docusate, famotidine, 
levalbuterol, loratadine, larazepam, multivitamin, 
ondansetron, oxandrolone, oxycodone, promethazine, senna 

— _ _ (Continue on page 3) 


cm 

SEP 22 20)4 


1. Brand Nome ~ 

2. Common Device Nemo 

3. Menufacturor Nemo. City end 9tete 


14. Model 9 


Catalog! 


Conticuod on pugc 3 


Lot # 5 . opertlor of Device 

■“—; — ■ r~l He^th Pfo(essional 

Eapiration Dete fmnvtWVwvl 

r~l Ley UserfPatieni 
UnKjuo idenitf»ar (UOi)T Q 


______ (Centinue on page 3) 

6. ReievardTcstejCetor^ 

Regular donor Casting on 01/13/2014* 02/25/2014, 
04/24/2014, and 06/30/2014 were all negative for stool 
Ova/Paraslte and Giardia (b) (4) The sanple was 
collected on 0</15/20H, with negative screening results 
before and after collection. 

In addition to this regular testing regimen, we save a 
frozen aliquot of every outgoing sanple to allow 
retrospective investigations of potentially related 
Continued on pege 3 

_____ (Continue on p oge 3) 

'• WiM RatovMn Hlt««^. hieiuiHng Preoxisilng Modicol Csixudsns fe.o. slfcvres..- 

fact, prvgmncy, amokmg and alconol iw dysfunction ic ) ' 

1. C-5 quadriplegia (HVA - (b) (6) conplicated by 
neurogenic bladder and bowel treated with bisacodyl, 
senna, docusate at baseline 

2. Femoral DVT 

3. Osteomyelitis at donor iliac graft site 
A. GERD 

5. Recurrent CDI 

- Multiple recurrences (>3), including 1 
hospitalization, after antibiotics for ITTI 


6. Klmplsnfod. Givs Dde (mmfodfyyyyl I?. H EspIsmeaTGivt Dal« rmm«(bVyvy) 

8. Is tflis s Smgls-ubi) Dwico thst wos Reprocessed end Reused on s Psiient? 

□ yw □ N o 

9. V Yes to ItSffn No. 8. Enter Nsme and Address erf Rsprocoosor 


10. Devico AvsUebhi for EviloaiionZ (Do not tend to FDA) 
D Yes Q No Q Returned 0 Marurfaciufer on; 


11 Concomitent Msdicel Pnwjuas and Therapy Dales ffxobde t/eetmenl of 










Fdv: 41 jSOOy 332-0178 


Pa9« 5 of 26 09/19/20H 6:45 


VA^u«x ^a.zez,y Kepcrr 


1. Chocb Cm 

I I UserFacaiiy [~~] Importer 

3. Uoor Feellfty or bnpnter Nome/Addrtos 


10469127-01-00-02 

U l^/imponcr Report Number 


Page 2 of 25 


4. C<»ntoct Person 


|5. Phono Numtwr 


11. Report 8ont to FDA? 

n Yes 


t3. Repott Sens to Manutacturer? 

o Yes 

10 Henufacturar NarH/Addivos 


12. Locetion When tvont Occurred 

Q HOSpilBl 

Q Horne 

□ Norsiog Home D sJ 

Q (Xitpaberit Treatment 


[~~) OulpebenI 

Oiagnoetic Fadliiy 

|~~| Ambulaiery 
Surgica] Fecfiity 




1. Contea Office (end Menufecturing Site for Devices) 


Name 

OpenBiome 


Emei Address 

5 afety^penbiome. org 



2. Phone NuroPer 

€17-575-2201 


3. Kaport Source 
^nec^ ^ that apply} 

Q Foreign 

□ study 

[~| Litereturs 

[~] Consumer 

[/| HeaJfh Professional 

Q User Fedlity 

0 Company 
Represen tiOve 


7. Typo of Report 

fClhedra^ 

fhaf apply) 

□ 8-day 

0 30'day 

□ ^-dey 

0 Periodic 

0 1Q-day 

01'litiai 

□ '5-day 

0 FoDow-up #. 



9. Memifocturer Report Kumbor 16. Advoreo Ev»r>t Tormfs) 


t. Type of Reportcbic Event 
0 Dcaih 
0 Senous injury 
0 Mitfuncto.'i 


36?^^ O 

LI, L‘ 

2 R FolkMr-vp, What Type? 
QCorrecJion 
{ I AddIBonal Information 
0 Response o FDA Requesi 
0 Device Ev^uatton 



3. Davies Evakiatad b> Uanulacturer? 

0 Not Relumed to Manulaciu'-ei 

r~ Tes 0 Evtfuabon Summary Attached 

0 No /Affoch page fo e/p/ow why npy or 
provide code: 



0 Recal' 0 Noffftcstion 

0 Repair 0 inspection 

0 Replace 0 Patiar^t Monitoring 

0 Relabeling 0 ModiScBtion' 

Adjustment 

0 Other __ 


10 0 AddHiona) Manufacturer Kamtfva and / or 


11. 0 Corractod Data 


SEP If 2^ 


Ttdi! setiton egplles) only tg rt^craids of BiO Papensortr Reduction Act of 1#SS 
The public reporting bicden for this collocton of hfomiBlon hot bocn aitimsiedto evomoc ee 
mlTKJoj pcrrosponsc.lncludhgthctlmc for fOvlcwlriglnstnrctlons.ioarcHrM oxlstyw dote 
i^oj, pthofbig and maWdnlng the data nwdbd. and eomplouns end reviewing the collection 
of Wi^abon Send commens ragerdmg IWs burden estimete or any oth® aspect of Ills 
coliecllon of Information. IrKlutflng suggestions fa radirir^ Ms burdan le: 


Dapertmerd cf HaaSh endHumcn Sarvleas 
Food end DntQ Admlnlstrdion 
Ofhet of Chl«r Information omcar 
Papamortt Reduction Act (PRA) Sta^ 
PMSlE^^^fths.gw 


0MB afllemsnt ‘An agency may not 
cer»dict or sponsor, and a parson is not 
raquirad lo respond to. a coHedlen of 
irtformsdlon unless t displays a curreniry 
>ml(d 0MB control number." 


vaiig unria control numi 

flacae DO ttOTKBTmM this tom to Oaabevo PRA start emsIltMnss. 
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ige 


F#v: +1 iSOO; 332-0178 
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10469127-01-00-03 


FORM FDA 3500A (2/13) (continued) 


(CCWTlNUATiaJ PAGE) 
or use by user-iacilities, 
distributors, and manufacturers 
aIANDATORY reporting 

Page 3 of 25 




B.5. Oeceribs Event or Problem leonUnusU) ~ --- 

patient- FMT neqatave for 

n f travel/camping history or ingestion of'any v/ater 

frcKi streams. Unclear ii any rehabilitation pool exposures. Patient does have wells but water supplied 
by private company and local public health department inquiring. supplied 

VI negative for OiP and Giardia ‘^’it seems unlikely the 

source of the event. The possibility of a false positive Giardia test (with or.goino GDI) or an 
eiiviromrient^l source exposure is possible given the clinical context. 


B.6. RetevaM T^stsA^borslory OstA. (ncluding Oates (conlinu»tf} ^ ~ — ---—-: 

adverse events. Upon learning of the possible AE from (b) (6) , opannir.,a nulled the safetv 
“gativL"^ ^ CLIA-certified laboratory for stool OiP and Giardia (bj (4) both of which were ‘ 

IlIM Giardia, and dva/Parasite were performed on safety aliquot of stool for Donor 


1 (b)( 6 ) > “ (bH 6 ) wa/parasite were performed on safety aliqi 

specimen O’) ( 6 ) ^ests were performed on OB/30/2014 . .Results were as follows^ 

(1) Ova + Parasite Exam: "No ova, cysts, or parasites seen." 

(2) Giardia lamblia ^4) "Negative" 

test results for supporting documentation. 


Please see attached 


B.7. OterRol^ven. Hi-on/, tedudv^ Presid..)ngCcndi6«» (..g., 


Concomitanl Hfedicol Pr«du«S. amJ T»«r»py Date, (ExcW, W/twV (/hrco^enu^thnofC. W .nd/or0.11. 






PLEASE -nfPE OR USE Bl^Of IMg 


10785361-01-00-01 

SVICUVVAI Lh 

Tfte FDA InfermeSefi end 
A^veree Event ReperSng Progniim 




-- ARY reporting of 

adveree evenca, product problenu and 
product uee errore 


Fern AppnvaC: OMB Ne.OStMSei, Ei^hu: eODODtC 
tag PM •tgtsmen on retaggg. 


fifi ocfrooa (KP(B^aaai!«eiet' " 
[(b)'{6)‘^ WomiffirpOies ®nfno w e«3« *? 


Pege I of^ 2^ 


ITHoee wfih 
[•esvcflca V 


n?>a tuiai fpoabU 


yB«r« old 


IndonSdfineo 



, (r4‘iL330o(>fli8atQm.'i i)W(aEa.E^ 

[chcskiSUiiiti;:^; ■~' - 

1, [2 fctoeco Eoesa Q PMtCueg Pfohksi (tg., fybeiB^SKAinceoni^ 

□ Pre^iiw Uec tiCTf □ Prete a wHb DlfiteremKamsfiietuwr »f ®e»c KioateitM) 

2. Anriteffird to AOVifte Eoent 

(b) (6) 


\i. Desce^Artioum 
» 1 | 


e: 


Pto^oeaey Rovio 


30D ml 


Once 


S] Dcsih. 




G er PepmcfioM Oomtge 

D Conesnlie) Aneme)y®flh Bsfbe* 


G U(«nthro*(onlnB 

n Hosptoteolen • (nWiJ orpielejieci □ Olhat Gobouc (Impiutsm UoSzal Ewnte) 
Q Relied lAcrvenilon to Pravcm Pemeaem ImpoimEntOoinetc (Dovlsse] 


*' ewsFwi; Oomdo 

*’ 07/23/2DH 

n ' — 


Colonoficepy 


X Dno of Evem 
02/06/2015 


4. tiaio etthls Nepen Itnmve^yy^ 
02/09/2015 


(. DeecfBe EcotlL FVaBlea CI Aodud Ubs Error 
FaciBnc was deeoed eligible for TXT ocudy based on 
prior hetpltsXisstion end prist entibieOic failure, 
it sppointaanc, patient'e ovarsll well-being wae 
reported es "fair." Fstlent conpleted r«T procedure 
on 23-Jul-2014 vitb s oon-rcleted donor. Poiicnt 
coinpleted 24-hour follow-up phone call on 24-Jul-20H. 
Fatient vaa axparlanclng slight fatigue and anawertd 
negatively tor fever, abdonlaal pein, nouace, 
vomiting, diarrhea, and loaa of appetite. On 31- 
Jul-20l<» patient'a daughter conpleted 1-veek feiiew- 
up phene call and onawtred ntgatlvely on petlent'a 
behalf for abdotnlnal pain, hoapltiliiatlon, favera, 
chills, fatigue, loaa of tr^etlce, and diarrhea... 


6 ncibuaniTe3lsA.e!lwetery Dole. Ine:ud}ns Dstec 
K/k 


7. {^Rot»atrt Kinosy, hebsdHiB Preoslrtlnfl RJcdlwl CottCSoBB (e.g.. 
etletgi 0 $, /oca, od^gnanct/, erndVag eedc/e^UH, F/adUgSeyp/oW^, tie.) 
Congaatiye fiaart railure 
Atrial Pibrillation 
94Ccnok«s 
Hypartanaioc 
Seizure 

Altered nantal atetua 




4. Dlncnsslo er Roeien ter Voo (IfietcHok) 
®1 Recurrent C. Dlfflollc 
Infection 

IS-- 


e. uic 
'ai 


ti 


7, foplloSoa Date 
#1 




t. Evo/d A b w eJ Altar Uco 
Ptas$sg cf&oao REduced} 

<rt □Vao □We 0Doaaiii| 
__WF ' 


«* Dvea Gno GDtrorrt 

I I, III,, I, I,, ApPiy_ 

B, Gvest Rsespoered ARor 
RobdredyeSen? 

«1 GVaB nNa HDeoMl 
M Dvet Gnc BOdssnl 

__ Apply 

I. MSCCdfUrt^lD 


1. ^Dd Itejaa 

HlcsobiotA Tc^nsplcot 


3. Common Ocf^too NcsiW 
fitool Tranfiplant 


I Ifi. ^cseio 


(b) (6), (bH4) 


. IdetSdC 
K/k 


eouibige 

U/k 


esTiciE 

H/A 


Lasd 

N/A 


Enplrcden Doe invMsa^iM 

N/A 


IMgue MarttfflM (Ua| E 
N/A 


A K Implanted, dive ItsCi (mtileotffffi 
07/33/3014 

1. Is Eda ■ Dot/Ira thsi vgaa I 

□ vee Hno 


1, Opsreior at Daviso 
G Health brafeatioAsI 

G iNy UsDt^ellant 
G Other: 


7. It El(a&3ite!l, Olvo Dab /nwidld^yM^ 


I. If Von IP Itam Np. 4, Enter Nirm arid Addresa of Roprcsgiear 




IT_ 

R»d3«f nesiao end <bct^ydalu7e’ 
Vitamin >12 

rucoienide (11/2S/2014 




!i;s±i: (b) (6) 


Q'^»*S n^<o ’ u Q(?f^ cb oam OQitt 


Pi^^m AvolUiUo 9^ t /D« noi eoR^ i9 PDA) 

Q ^*3 0 No n fiCumod te Hufi^psaurw on 


■j^w953?^^ 


i .KomD, filrcTigtK, l^cfiu&ctUTC? 
|<H Nsttw; 

I fitPsr^Ui; 


11. IsScmoond AdifeciS ^ 

(1^) (®)> (b) (4 )o15 


'2 Nenia: 
Slrshglh: 
MEtnjftsaurcT: 


FOKKFDA3S06 (2/1S) eubmlaaion of a report apoi nor ewiDUhito en edirioaten (hed mcdiesl peroonmi orfho aroduci eouocd crtpntdbutodtBiho orcni 


A IteslpiPfefcsdefldtf 3. Oecwgigon 
0Ye3 GNs 


Rtytlclir 


f. IfyMdhftOTarcMyetirldonU^dlcttsc::^ 
leihomstidDeturcr, a}peejB*7PlBtAlokoa: G 


4. Alsa Ac^sTiod to; 

G Msnultaurw 
QUssfFtdDly 
G Dletrlbuor/l/rlpartBf 





f. ConcwnKant I3«iiec5 Boi»» t^elnttnl ct»¥WQ (contnue^ 

Depakote (10/l4/i014 - (Q) (R ) 

Toreemlde (J1/21/2C13 -V / \ / 




?LEA5B TYPE OR USE PLAGC INK 


1 0785375-01-00-01 


The PDA ©Efetif lnfeiiino@ofi und 
£id)yeree Evtml Repertthg Pragrem 


r» 


WCJtiftiDrptTSfOBrrtfflD « tooilt Of 


<b) (6) 


Che« IS ihet 

1 , [3 AOfOJUC Svenl □ PfoSyet Pfobtoti fo e, «WCtfE»mA(«0fJon»; 

□ PioSyeSUMSfMfDP^ttMifiivsStiDIStoc* KsnuftcaurB!’ of eim« taotfltbe 


IPS cenDoenss) 


<b) 


>76) 


year* 0 I 4 S 





por vuuuN 1 ARY repoidne of 
ftdvetee events, product problems and 
produce use enort 

Page 1 of/.2- 

i Dccc CJ 

i^ib 

S9.1 


P-2 


FofmMBRwcS: OMS Nt.OSlO-SIBI.Eiqil’GSS/SQiJOIS 
Obo PRActstomcni on fBvsTKj. 


Trtcga un!I 
lonec 






S, Oihsomeo Aetibiisfl 10 /tOvereo Event 
0 Osffltn: __ □ DtoebDiy of PeruwsofliDaiweo 

□ LH*.|»w*«ofil4 ^ D CoBflcnBBl AwndyfEJnti Dofos 

□ H«!?ltBliKlHiin • InlflC) or pTrionBeil □ Olhor StinouD (IfMmnflia MoAcb! EvoMs) 
n WoqulieO imerwiOon lo Pfovsnt permoneni ImpobmonsOomoco {Ooy^Cfis) 


9. DM* Of evoM (mmVayyM 

02/06/2015 


4. Dow of ttito Beciort 
02/09/2015 


Pitlent va« ocreenod foi PMT etudy JS-Mov-JOll, Odd 
conpletod the IWT ptocodure on ll-Dae-2013 uolng e 
non-ielotoe donor. »i JO-houi followup phone cell, 
patient was experlcnclne mild fatlvuc- Ceughtar 
answered negatively on patiene'a behalf for 
hospltallaatloni ebdoninel pain, loss of appetite, 
eenetlpetion, diarrhea, fcveie, ehille, or r,auaaa. ht 
1-week rdlow-up phone call, patient wae expetionclng 
laild bloatipg/gaa/abdonlnel dioeenfort. On 21- 
Jan-2011, patient conpletad l-weak follow-up vieit, 
and caraglvti reportad that patient's etooia were 
fenned, appetite was excellent, and there were no 
recent hoepltalleationi... 


01 


«2 




200 IM. 


PfcgjiiBcy 

Once 


Roths 


Dppir tndoacopy 


k Oot» otiteo ff?»e ^ii»a^or^) 

(orbee»essmit$l 

®1 ll-DBC-2013 


<a 


4 , tceananhi erBotoeR lor Uos findoooonj 
di Recurrent C. Difficile 
Infection 


02 


e.usc 

01 


n 


7. EirpIrsKon Date 

01 


M 


t. Rvsnt Abated Afler Unn 
Giapptd O' Dess ReSuced? 

Cl D^oa Dno 0^®^^'' 


P2 DVes nNo 


B. Evem IKiBSCEa'cd Mi»t 

Relii€«du^eR7 

01 □ym DNo 0?^"' 

^Pr'Y 


M C'*'*® Q®** 

fScL 


e. NOS c or UfdstKi id 


(. BslBVDmteGkVLeliorGioiyDsto.lnoludlne BtSoo 

Fecal Lactoterrln (04/26/2014J - poBltiva 
C. Difficile Detection fCR (CS/26/201<) - negative 


7. Ohef Ratavem Woioiy. Intiuding Pioaiifcdlne EScdtsal CoBdUtena (to.g.,_ 

chrp'aa, fete. piogfieMy, amotnog e/W ck^M ma. ftwoWdney preaana. ms I 

Left leg ulcer 

Dtloery tract infactlona 

C. Difficile 

Hypertension 

kcrirl flirlllation 


f 'iasEins stissftJr 


1, Esend Riine 

Feeal Hicroblota Tranaplant 


2. COfflmes Dsvtoo Kents 

2b. Pracedo 

“ £^f-f\ ^ . . . 

Stool Tranaplant 

EUt^JB flMw cadi E:>254] 


(b) (6), (b) (4) 


t. K teipSsnasd, 01ve Doto ffKTWlfdlWv; 

, 12/11/2013 _ 

b!US k) e felagb.«oeK)Vieo cmiwiwnoppoeesoec and boucc* wi e '%!to«T 


a. Model d 
N/h 


ceejogo 

N/» 


dodDl* 

N/A 


iMd 

«/A 


GapK^o fcto (RwWJyyjJ 
N/A 


unigue IdBngfbr (UB!) C 
M/A 


i. Oporetar of Dovlto 

[71 HbzIOi PiofoedODCl 

Qtay UaeOPaila'ii 

□ omer. 


7. irEaplsiRsd, filve Doss 


□ Ves 0 No 


l^UR AwbIIqMs for EVuhtHlsn? (Dt Iisj swidpws^lo pwy 
□ vas 0No □ Returned » MBtfeauref on; _ 




n HVae ID Httn No. I. EAur NenHi and addruw efRapraDeBaar 


*^»dutr IIS5IM aad tta«w dais® faretuds t! event) 

Levothyroxlna (12/23/2013 - (u) (6) 

Barfarln (1/7/2011 (b) (6) 


(b) (6):Tb) (4) 


015 


(S'. .SMOai/tal 


1. Rsms, eyongth, PJendbehsEf (Dom pseduef fsPeO 
ei Name: 
tisngttt: 

MenulEdvtcr; 


03 Nemo: 
fe'dhBtt: 
kicuivtodtjrtr. 

PO^Rfl FSA ^eo|R/13) 


12. Ba3lwFfntee6teaaW [B.&tBi3C3ea 
0 Yoo QNo 


e. Ryae do NOTissnlytwIdonifiydbiiloocd 
IB lbs msMiftieQtfE;, bObsu ah Bi Ihb ost; Q 


jd. Also Bepenod lo: 
n MpnutaaufB' 
n Uso'Fealty • 

O DtotrtbWBf/impoflai 


ItTbrnbolm If e raped doot net pshMttJtB an sdmisslor. that modteal poraeiwd or the prouucs eauiod or eantrlbutsd lo it* event _ 





For voluntary repOIpaaE of 
tidveirse events nod product |irobt!eioc 


The FOA SQ(efy Inferthcdofl tm 
Advores Event Reporting Pregrcm 


Pnge 3 of^ 


P-3 

5-S’^79 7 


a.s. Osocdte evsm w rtehlea (sMi/iwtU 

Patient coiapleted a sccona foliou-up eppolntmcnt or. £S-M«r-20ia due to coBipiaints of weakneea. Sowel 
movements vere now semi aelld and more frequent. Patient developed an Infection of the right calf end 
waa placed on topical antlblotlce. In addition, caieglver noted that patient had an increased pulse 
tate and that patient was now in hoaplco. Patient wae potad hea having tachycardia and it was 
recomnended that patient wsa taken to EF( however, daughter declined since patient had hoaplce statue. 
Patient's daughter was saked to follow-up with PCP for rapid heart rate. Vital eigne were BP (123/9T) 
and pulae (157).On (b) (6) patient presented to clinic for wound aseesament. Upon arrival to 
office, patient was not reaponsive^ Patient was evaluated (no puiee was found) and patient wbb 
pronounced deceeeed upon arrival. Sub-Investigator began calling subject for C-nonth follow-up In June 
20H, however, patient'® family was unreaponsive to re»earch *taff cells. Patient was marked a* lost 
to follow-up until January 2015 when research staff checked patient’s BMR and noted that patient was 
deceeeed. 

Based or. patient's medical hlotory end concomitant illnaBaee (right leg Infection, left leg ulcer, 
urinary Infections), it is unlikely that the advetae event la related to study procedure or 
intervention (FTJT) . 

BA. IU]8»nt TaaBAdtorOShf InduSIne Dstse (MMlnuoc} 


B.7. 0)hr ftabvsnt Hhiwiy, Includtns Piessteene lllodical CsadKIsnfi rag, eMiykia Kca, sfcgTiamyi' t/ftoUng tna »!eohol utc, Ssps^/eteflEk dtetjnethn, stej (ea^not^ 


f, ConcemRsict HsSeel PraSuem uS Tbsnif^ pateo (Buoiu^ Imamonl eHvonti IcohSniti) 

Metroprolol (12/30/2C13 /[-j\ /OX 
Rlaperldone (1/7/2014 - V~/ V'^/ 

Trarsdol (12/5/2013 - (t>) (6) 

Choiecalclferol/Vitamin D3 (11/2/2013 - (Dj (Dj 
Ascorbic Acid (10/3/2013 /U\ /C\ 

Kirtaaaplne (9/25/2013 - \^) 

Oftiepxazole (9/4/2013 - 
Collagenase (12/26/201: \*^/ V'^/ 


® 1®I0 


C 



PLEASE TYPE OR USE BLACK INK 


Individual Case Safety Report 



1 orssozs-cn- 00-01 

Adverse Event Reporting I'rograni 


1 PstiMrt Mentifitr 

b) (6) 


In con^dence 


2. Age at 'nme of Ev«nt or 
Date of Birth: 

71 Years 

(b) (6) 


BRMDmeiTi 


3. Sex 
0 Female 
r~l Male 




4. Welgrit 
119, 


'TfK 

ofessional Report 

RY rejxircing of 
duct problems and 
ise errors 


2. Doae or Amount 

#1 I 


Form Approved. OMB No. 0910-0291. Esrpircs 12/31/2011 
See OMB stmemen; on leverse. 


Triage unH ^ 

»equence « ^ ^cD ^ 7 3 


kg 


#2 


Prequency 


Route 


Chock all that apply: 

1.0 Adverea Event Q Product Problem Ce.g., defecfs/ma/iWic/unsJ 
n Product Uaa Error 0 Problem with Oifferent Manufecturar of Same Medicine 


2. Outcomec Attributed to Adverse Event 
^Check of that apply) 

n Death; _ 


(mm/Pd^yyyy) 
LJ We-threatenlng 


r~1 Disability or Permanent Damage 
I I Congenital Anomaly/Birth Defect 


3. Dates of Dee (tf unknown, givt duration) frofMo 
(or best eskmale) 


$2 


4. Diegnoate or Reason for Uae (Indication) 

#1 


«2 


0 Hospitalization • initial or prolonged []]] other Serious (Important Medical Events) 
r~l Required intervention to Prevent Permanent Impairment/Oemage (Devices) 


3. Date of Event (mm^id/yyyy) 

02/02/2015 


A. Date of this Report (mmfdd/y/yy) 

02/10/2015 


5. Describe Event Problem or Product Use Error 
See page 2 for complete text. 


6. Relevant Teata/Laboratory Data, including Dates 


7. Other RtlevanI Hlotory, Including PreaxlGting Medical Conditlona (e g , 
allergies, race, pregnency, smoking arid elcoboi use, kver/kidney problems, etc.) 
See page ^ for complete text. 


'<§0 


RRaaisia] 


6. Lot* 

«1 


#2 


7. Expiration Date 

»1 




5. Event Abated After Uae 
Stopped or Dose Reduced? 

#1 Dvet Dno nOoetnl 

Apply 


« Dves Dno nooetnl 

_Apply 


8. Event Reappeared After 
Reintroduction? 

#1 □Yes Pno □Doesn't 
Apply 


#2 □Ves □nd □Doesn't 
_Apply 


1. Brand Name 


9. NDC # or Unique ID 




2. Common Device Name 


3. Manufacturer Name, City and State 




4. Model# 

Lot# 

S Operator of Device 



r~) Health Professional 

Catalog # 

Expiration Date (mm/M^yyyy) 

□ Lay User/Pabent 



□ Other; 

S«risl# 

Othar* 



8. If Implanted, Give Date (mm/dd/yyyy) I 7. If Explanted, Give Date (mm/dd/yyyy) 


8. Is ttiio a SlngloHiae Device that wee Reprocessed and Reuned on a Patient? 
□ Yes □ No 


9. If Yae to Item No. 8, Enter Name end Address of Reprocessor 




MBlDJjm'aRRQmiSiTf 


Product names arid therapy dates fexcfiKfe Wafmen/of evo/)lj~ 
See page Y for complete text 

t 


1. Name and Address 




Product AvallaUe for Evoluetlon? (Do not send product to FDA) 
D Yes Q No I I Returned to Manufacturer on: _ 




[mnvaa/yy/y) 


1 Name, Strength, Manufacturer (from product label) 
#1 Name' Fecal Transplant 
Strength. 

Manufacturer 


(b) (6), (b) (4) 


1*2 Name: 
Strength; 
Manufacturer; 


FOm FDA 3500 (1/OS) 


2. Health Proftaalonal? 
□ Yes □ No 


3. Occupation 

t*tedical Doctor (Physiaan) 


6. If you do NOT want your Identity discloced 

to the manufacturer, place an *7r in this box: 0 


A. Also Reported to: 

rn Manufacturer 
Q User Facility 
n Diathbutor/lmporter 


Submission of a report does not constitute an admission tiiat medical personnel or the product caused or contributed to the event. 





B.S Dtficribe Ev6nt or Protriem (continued) 


P7 3 

The patient has a history of severe pouchitis characieriied by abcor.ineJ cramping, diarrhea and dehydration. Her 
longest remission has been 5 weeks. She has recurrent bouts of pcuchitis which she ends up in the Emergency 
Department for hydration and antibiotics. I received information on January iS, 2015 from her physician that she 
began having a flair and would go on vancomycin. After e few days she felt better, hut she usually relapses at 5 
days. She went off her antibiotics on January 24. She had a fecal transplant on'^^on January 27, 2015. She 
noted having continued cramping and diarrhea as before, but the cramps were mere intense. A few days later she went 
to Emergency Department and she was admitted for antibiotics and IV fluids. She was in the hospital 3€ hours and is 
doing better now. 



€ 




B.7 Other Relevant History, Including Preexisting Medical Conditions (e g., allerffes. race, pregnancy, smoking and alcohol use, hepaticAenal dysfunction, etc ) (continued) 


ulceretive cciitls 

Uotai proctocoiectoitiy with .* pouch iicoer.el enafrt.c?r.osij 


III 

1[l78SO?e-Cn.oO-03^ 











F. ConcomIUnt Medlc»l ProducU and 'merspy DatM /Exclude treatment of event) /contnued) 
One fecal transplant on January 21, 2015 


j5'<5^2?73 


Individual Case Safety Report 
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U^. Depwnenl of Heatti and Htjmsn Sorvices 

MedWatch 

Tha FDA Safety Information and 
Adverse Event Reporting Program 


44 AM PAGE 


For VOLUKTARY reporting of 
adverse events, product problems and 
product use errors 


2/003 Fax Server 


Fonn AppRMKl: OMB No. aSlll-11291, EltKs: UDOOIS 
Sm PRA Maltmsot on fcverae. 



(b) (6) 




Page 1 1 

" _ea 


Trtiittunjl 

errors ^ \ 

'2^' I Vi^VD.\b\ 

RftUM 


|2.* D*M«rAiMoi^ 
01 


|Ch»efc«l ttftiaffdy: 

|l.0lldwtMev»iK □ Product Prolilom 

Q Product Uto Sfror Q Pnibloin Mih Dintniil Hanufcclurar «( S«M Modeino 


2. Ovtconws AHribtMd le Advoiio Event 

(C(i»cli»«Of‘ ‘^'|' » /o\ 

J^Toeoth-' (D J (O ) I] Dinebilty or Pennenonl Oamas* 

Q LIfe-threjIetvnj □ CongereW Anornnly/Bimi Pvtsel 

□ HoeoMlartion-Htielorpiolongoi Q Other Serious pmportantMerScpiEventt) 

□ Requlreil lnteryeti#ori lo Prevent Permenent ImpeiimenttOemege (Oovieos) 

4. Dale e) this Rapoit prwntfdtiowf 

o*?io3r‘3<&i.r 


3. Dil« of EvMit (mtoVd/^yyy) 


S. OescriOe Evmt. Pfoblnn er Product Use Error 

^^rrcT^ <5^ 

(b) (6) siusdsjs:;:^. 


S Retovani TMte/Ubentory Oota, Including Dnloc 

c. ? f f ) 


7. OUiM- RtlaMnt HistMy, faietudtn^ PfMaMtng Itedkal CoMSbora (^g., 
aOvgim, ncf, pngmney. tmoking and Mkofia uu, Ih/uMOrny pmbhms, Atn; 

^ If iJ n r»i 0 f« » j nc-ry^ 

Of»^ cKff^J*7We»^ 


\n 


Pr»quancy Roittfl 


02 


2c5fe> yyg 






3. DatMof Usft (if urAno^. ^ ikinikifi) hwnfUt 
for b&tt w^mete} 

l-i*arVS 


5. EvdntAMddAlUrlHd 
8tDpp«dorDoM Rdducdtf? 

|«1 □Yoc DNo 


4. OliSAMb or ftMSOn lor Um {tnOct^toni 

01 


lA. Evan( ftsapp«»r»dAftof 

SiL*^ 1 RW«»d«lior,J 


e.Lot« 

;ffl 


7. ExplrBlton D«(« 

l«1 


W 


'A 


« Dyo. Dno DOgy 


di Dym □no 


|i2 Gyos GNo 


B. NDCiorUniqut ID 


1. Brand ftoiM 


2. Common l>ovico Nome 
1 WsntiUeturor Name, City end 5(^ 



2b. Procode 




4. Model d 

Lot# 

8. Operator of Dovtce 



Q Heotth'Prefeseona) 

Catafogf 

ExpktuoA DU9 frrunVcl/y)iyy) 

n Lot liowiPatieftt 



Gaiwr 

Aerial# 

UnlquatdondflerflJOQi 



6. B iBplenled, GIvt DaU pnmMt>ynf 


r. H Enpiented, Give Dei* (mmHld/f/yy) 


a le Ms 1 8inol*4i*e Device Bill wu RepracesaoD end Reined on e Pallint? 

□ YooGno__ 


9. l(YMloll*i«No.«.&lierMeeieiiid*diheMOlR*proce»ior 


a E eiewiaRR,® awari 


Pnxkref iMmes end Ifwcv)'dilcs fascluds IreatniMi ot awnv 






Producl AveBel^ for Evsluolfon? (Do no( «and pmduef to RM) 
QVos JP(^ n ReUfuadloMamifecluforon: _ 

e §Q0@gQg7!?!MM^u!^ 7 ^ 7 ^ 

Strtn99v Manufoetmr (from prodt/ef tobo^ 

01 Parntt S4-W«ih) 

'cngCh; 


immaa/yyyyi 


(b) (6) 


MR - 0 2015 


|02 Nano: 
Sbength: 
Mamdacluror 


Z HooRh Pro(oMi»n«}7| S- Occupaiton 

PVeg DNo 


rv»-v> 


6. K you do NOT went ye«r UMnbty tfieeioood 
lo Bk moiHtfonufor. pkeo in "X* In bik boo; 


4. Also RoprSfbd lo; 
^Tttenufocbw 
□ UwfFodIty 
Q Dbtributorfl mp oftof 


FOREtA FDA 3500 (2/13) Submkslor) ot a re^ does nol consKUte an odnrfosion Ihal medical poisormel or me prodiict cauaed or aanrtxaod to *« event 





Individual Case Safety Report ,4 ^ 3/003 Fax Server 
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F. C^nGomiUM NImTiccI Product* ondThnupy Date* (Btcknio heMmwi of ewH) (continuad) 











?!,- u»*#M l^'i v:«%*^i.I c^iT * 




(Clmkallhalai^ 

OooBh:_ r~l DfaMttvnr PewnpimtPmgiia 

(moMliyyy) 

Q Ufe-Snciisiing [□ CpftgaiM Anamaty/BHli DsM 

n Hfi«filH I II/ i pffnn - imsl arymaaged FI Ottw Sertous ^nyxiittnl Medical Events) 
n RdquiitdlaarwadantoPretem Pe m mBn lImpannenl/DanEae pevtoae) 


pamtUifyyy) 
O Ufe-Snciisiing 


‘S.Oce::3 0lUBBOfualtf>otiat, ohvilunadianJKtinito 
jlortaaf Mttnds^ 

03/3I1/2D15 


4. TCi^Bisalo or RoeEsnlerUoe (Miattlxi) 

#1 Severe recurrent C. dlfliclle 
Infection 


«2 


(b) (6) 


3. Dn>De?KwEn8fBim4iBt)jy> 

04/13/2015 


4. DotaolfltlsRejuCt^iBniMEl)^ 

06/30/2015 





5. Dncrtlaa mM. PnfctaB or noAKt UM Eroor 
66 y/o nan olth VWx ot Klebsiella pnetmenla urinary 
tract Intectlon (10721114), EaiD on HD (since 6/2014), 
IW, CM) s/p OABC, CBF (EF 45t), HOT with recurrent, 
severe, refractory C. difficile infection following 
nntibl'otic treatment for -otitis media (.9/2014, 

10/2014, 1/2015') who had a Kecal Microbiota Transplant 
pertfor^r^. j'^^/36/15 with dcwjor stool from Open Blame 
fltam (D; Dnit ID (b) (6) «]g> 9/24/lS).. Patient 

was doing well Initially after transient with dally 
formed bowel movement, which was documented on a phone 
note -on 4/2/15. Approximately 1 weet after IKT, 
patient developed hematuria and was referred to the 
JImergency Boco. 


e. WetavBnlTcdteWj &ara i i wy Joto, InchiabjB Pwtoe 
Stool Culture 4/13/154 Salmonella Groi^} Cl 
Blood Cnlture 4/13/14: Vo growth after 5 days 
C. difficile 4/13/13, 1/5/15, 10/14/14, 9/12./14: 
Detected by BCR for Toxin B -Sene or CIA for C. 
difficile toxin A/B 

Stool Culture 1/5/13 and 1/13/15; No Salmonella, 
Shigella, Cinnpyladucter or Terslnia Isolated 


2. Comanon Ossies Namo 




5. OpsRteT or Dsvioo ■ 
ni'tealth PrcKssilandll 

Baptoflen DbIo (arnWym) □layUBw/Patont j 

□ oBwe 

Unlgus t:&rVlfls7 (UD^ 0 


B. V(aipfc!i43d,€3woBdtoflm»«d)y^ |7.VBap!jM«od,®TOBaSD/mm4ia)«W 



oararV^Bumd KistsTy, badaStegPscns&B&R reflftrt CenSOMns (s.g., 
egmghm, aof.fi m gaanay, meisstg-mtaeiooiiaim, BvamiKypitaiama.le.) 

1. Severe, recurrent CSI following antibiotic 
treatsient for otltlB aiedla (9/2014, iO/201-4, 1/2015), 

2. End-Stage Renal Blsease on hernDdlalysis (since 
8/2014) 

3. Type 2 EH 

4. Coronary heart disease (previous CABG) 

5. Cangestlve heart ^lilure (EF 454) 

6. Svpertenslon 




J .lij'. V, 'MhWV. It.T^ 




Ves Qhio riftelianBdtoMsniflimliBBfan: 






#1 Naite; Donor Stool (Item «; (b) (6) Onit ID; (b) (6) 
Sfaungdi: 250mL 
MsadOaunr qper Blcme 


I Nsnm: 
Stnngih: 
MamifKluw: 


□ YesQNo 0 MBnutactursr 

5. R|tts fs'EjOTeenlynvIdsntay (OociaoGd Q User Faculty 

toOisiiinKsdfettatcT.ptoojei^lBtWobsn; Q □ DWr)tMitor/lm|»ner 

Eubnfcaion of a report dose not conSthitB an adniteton that medica) psoxBnwl or the product caused or contrlbUled to (he e wnt. 


IBiyilcim 


IPO!!Cflm>^2£S9(2/{3) 


5. R|«s 49'KOTecnl yots-ldstitay (Godooed 
to<S»iiiandcttatcr, plason^lntMobai: Q 




























































)ATiSS) 




11278523-OI-DO-O^ 


EweseQ 
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Bi». OsDcrf!^ Ginger ftaSOao flRPodnia^ 

He was admitted to (b) (6) an ■ (b) (6) days s/p FMT) with sepsis from emphysematous cystitis 

(urine culture: Klelasiella pneumoniae ssp pneumoniae. Patient was initially treated with ceftriarcone Ig 
IV daily and had persistently formed bowel movements until treatment with antibiotics. He then 
devel'pped loose stools secondary to recurrent C. difficile and Salmonella <Group Cl without 
bacteremia. He was treated with a prolonged course of trimethoprim-methosazole and oephalexin as well 
as vanccusycin 5S6mg PD 

Two months after hospitalization, the patient was evaluated in GI clinic. He completed his antibiotics 
incliKling vanccmqfcin without any clinical signs of infection. He has formed daily bowel movements 
without abdominal pain. He had no identifiable risk factors for salmonella infection. 


B£. IMawEstTsnm/tPhOTmgy OOa, Dates (aanllnu$if) 

Orine Culture 4/9/15: >100,000 CiV/mL IClebsiella pneumoniae ssp pneumoniae 
Drine Culture 10/24/14: >100,000 CFU/mL Klebsiella pneumoniae ssp pneumoniae 

CT A/'P (b)(6) 

IMPRESSION; 1. Thickwalled urinary bladder with surrounding inflammatory change. Foci 
of 'gas are present within the bladder lumen, and along the bladder wall. While some of t.he mural foci 
may be within diverticula, others appear to be iintramural. Additionally, two small foci of gas are 
noted adjacent to the bladder, but completely external to it. At least one of these foci appears to be 
venous (image 46 of the coronal series), and the other likely also is as well (image 78 series 3). No 
free fluid around the bladxier to suggest frank blad'*" r>»rfr.ration. Overall rfinHiar-o ''insistent 
with emphysematous cystitis. This was reported to (D) (u) at 7:34 a.m. on (Dj (o) 2. 

Adjacent aigmoid colon is unremarkable, without evidence of Inflasiimatian. 3. Bilateral pleural 
effusions. 4. Nodular liver contour suggestive of parenchymal disease. 5. Abnormal lynph node 
anteriox to the right hip, just lateral to the sartorius muscle, measuring 17 mm, nonspecific. This 
may be reactive, a 'metastatic node cannot be excluded. 


BJ.OtNmBiiteapWHiatey. lnelaaliBWBeglgtnqllieaegCa ju t m ii m le^. iaawge i, mat, pr^gaanty, wmng mo maohd ma, hofate/ienBl Pyafaaeeon, otc.) (oonSnuoiS) 
7. Klebsiella pneumoniae urinary tract Infection 


F. Ccnanelhmt Cbdcd ProduElDaiMil 7iK»s49 OeAm (Exalud» Sratownf of menV (oontlruedl 


1 






11330369-01-00-01 

ARY rcportini; of 

fwni Am«mh<: Omd No. WKK»i , q^: w<«fl,s 

^ etafomem an rowome. 


.. «<••—. product pfoblcmi and I 

product uae crrorx n 


Event ^pertlnc! Pra^infn 


M)&neo0 1 


/C\ Oeioatmu 


1 SsDO u AfMiinl 


hcenMme 


CAasiMihaiaii^y; 





-i SSbB^J '- 0^»t»«Mmf»*(D.r«j<, 



^BreMNUMc 
a. CoMam DavtoQ Nbbso ' 


«• NK 0 0f (Mqvv 10 





®'^rT ^‘W"*** “W- '»33qp35-—- 

of * 



UniQvo IdoiMiner 


6.0pctiHoro!am^ 

□ L,yo,«/pa,tap, 

_ nOih«r 






MQm^Ufsr; 

H)«tti;j l-DA J500 {2/13} 


2. KaolUi Pre«oooleflDl» ^ OoeuooHw 
□v« nm 


T7«MRow,KfllSr 

___DM»«(liau«f 

~ II I _11 to fto fneftttfeoiMcf, 0toeo an "JC* in tMn hAw* n ». ^ 







































































JLAAUO. V 


(b) (6) 




P 3/3 


11330369-01-00-02 


IVICUVVAILH 
Thi FDA SaCsSy Informatlen end 
Advaree Even! Repoitlne Pr^ram 




aTtSM PAGE] 

--- i'ARY rcportliie ef 

fiiivcree cvceu aod product probicBis 

Page 3 of 3 


B3.Ba)e»tea8<«i!>mafPtcMnatoillwcfl| ~ ' - ■■ ' -"i 

t / (b)(6) 

^Uiwv/ldv (|0j 

ftcliha^iv vtawiiG^ (% »•»<>»), U*i dr»JyL^ I- W!^- 

Ki., Sp. V«< VAo tcivi^ffc/ ipA*H. lili 

}>kil (JhxfU »*»t< pJlilwl. (»r i.n4^. Cy ehU^ afl e*AiJL^ U.I+na4owwl «f 

(b) (6) PjjiuBA) T ^ p»«;tlwlrYfe c«Ui^a« . "Wfei 

i op. uJ f^U6 . (Up daliki, 

A*^ \^tiUe'>„4*A p^^fe wJ 'klc. aiiv*»brf ^rtu^. 
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PLEASE TYPE OR USE BLACK INK 


aai«ty Kepcrt 


11492273-01-00-01 

The FDA Safety Information and 
Adverse Event Reporting Program 


.RY reporting of 
duct problems and 
jse errors 


Form Approved: 0MB No. 0910-0291, Expres: 6/30/2015 
See PRA iietement on reverse. 


Page 1 of 


£/ 


Triage unit 
sequence P 


|1. Patient Identifier 

Kb)(6) 


In confidence 





ISE0HMA’J|I.0, 


S 


2. Age at Tunt^f Event or 
Date of Birth: 

8? 


3. Sex 

[71 Female 
1 1 Mate 


4. Weight 


RODBIiTj 


Check all that apply; 

1 . [7] Adverse Event Q Product Problem (€.g., defects/!m$ffunct^ns) 

[~| Product Use Error Q Problem with Different Manufacturer of Same Medicine 


2. Outcomes Attributed to Adverse Event 

^Chec#( aff 

[71 Death 

(mm/d<i/yyyy) 
fl Life-Ihreatening 


Tb) (6) 


Q Disability or Permarient Damage 
n Congenili^ Anomaly/Birlh Defect 
r~| Hospila)i;L«ilic>'< * iriitia! or prolcr«gcd Q} Othe. Serious (Important Medicti Events) 
Q Required Intervention to Prevent Permanent Impairment/Damage (Devices) 


3. Date of Event (mm^d^yyyy) 

08 / 01/2015 


4. Date of this Report (mm/(ki^yyy) 

08 / 24/2015 


5. Describe Event, Problem or Product Use Error 

87 y/o F admitted with severe, complicated C difficile 
infection (CDI) which did not respond to 2 weeks of 
standard medical therapy (TV metronidarole/PO vanco. 
This was her 3rd C diff episode. She underwent FMT on 
07/02/2015 with some improvement, but needed to resume 
vanco again afterwards for rising leukocytosis and 
diarrhea. She was discharged to a rehab facility for 
ongoing issues of weakness, debilitation, mental 
status decline. FMT repeated as 
sigmoidoscopy on 07/23/15 (Openbiome ^ M / ; 

procedure uncomplicated, Vanco was held. She declined 
afterward with confusion, pain (unclear where as not 
lucid enough to indicate), continued diarrhea and 


6. Relevant Tests/Labofatory Data, including Dates 
none 


7. Other Relavart! '.lislory, Including Preexistir»a Medical Conditions (e.g.. 
allergies, race, pregnancy, smoking and a/coho/ i/se, Ih/erAvdney problams. etc.) 
diabetes, congestive heart failure (diastolic 
disfunction), delerium, anxiety, pleural effusion, 
hyperlipidemia, h/o breast cancer 




Product AvaHable for Evaluation? (Do not send product to FDA) 

rn Yes [71 No {~\ Returned to Manufacturer on; 


(mnvaa^yyyy) 

ia' - • . -. 

1, Name, Strength, Manufacturer (from product label) 

M^ Name: Donor Stool (Openbiome (b) (6) 

-used 7/23/15 

Strong''): 

Manuf jcturer; openbiome 





/f/v/or 


250 cc 


2. Dose or Amount 
#1 

M2 


Frequency 


Route 


250 cc 


sigmoidoscopy 


sigmoidoscopy 


3. Dates of Use (d unknown, give duration) fromlo 
(or best estimate) 

07/02/2015 


*2 07/23/2015 


4 Diagnosis or Reason for Use (Indication) 

severe, recurrent i refractory 

C difficile infection _ 

M2 recurrent C difficile 
infection 


6 Lntff 


"(b) (6). 


7. Expiration DeU 

#1 


M2 


MED|G«l|D&y,lG 


5. Event Abated After Use 
Stopped or Dose Reduced? 

#1 Ovts Dno 

Apply 


M2 DYes Dno 0?^*"** 
__ App»y 


8. Event Reappeared After 
ReinUoductlon? 

«1 nves Hno gJDoeent 
Apply 


« nve* nNo 

^ ^ ' Apply 


9. NDCffor Unique ID 


1. Brand Name 


2. Common Device Name 

1 

2b. Procodf 


_ 


3. Manufacturer Name, City and State 

SEP 1 0 


4. Model # 


Catalog # 


Serial M 


Lot« 


Expiration Date (mm/dd/yyyy) 


Unique identifier (UDI) M 


5. ^wrator of Device 
[~~l Health Professional 


r~l Ley User/Petien! 
□ Other; 


6. If bnplantad, Give Oete (mm/d(V/yyy) 

7. If Explanted, Give Dete (mnM/yyyyl 

8. la this a Singte-use Device that wae Reprocessed and Reused on a Patient? 

□ Yas Gno 


9. !f Yes tc ften No. S, Enter Name end Address of Repmcessor 






Product names and fherapy dates (exdude Ireafment of event) 
metformin, lisinopril, clonazepam, furcsimide, 
gabapentin, insulin, mirtazepine, S. boulardii,ibuprofen 



Namr, Donor stool (Openbiome 
Strergih: 

Man ifacturcr. Openbiome 


(b) (6) 


-used 7/2/15 


2. Healtti Professional? 
□ Yes □ No 


3. Occupation 


Physician 


5. If you do NOT want your identity disclosed 
to the manufacturer, place an *'X'' In this box: 


□ 


4. Also Reported to: 

0 Manufeduref 
r~1 User Fedlrly 
0 Disltibator/lmportei I 


FORW FDA 3500 (2/13) 


Submission of e report does rwt constKute an admission that medical por»or,nr.i n- ih» nroduci caused or contributed to the tiuenl 


(b) (6) 




V A. sAua A 


O F 


11492273-01-00-0: 

The PDA Safety Information and 
Adverse Event Reporting Program 


ft-nON PAGE) 

ARY reporting of 
jd product problems 

Pagel^f 


6.5. Describe Event or Problem (continued) 

abdominal distension. She did not undergo ans^ diagnostic evaluation for this decline. The family 
decided to pursue hospice, where she died or (b) (6) days post second FMT). 


B 6. Reitvant Tasts/Liboritory Data, Including Dates (continued) 


B.7. Other Relevint History, Including Preexisting Medical Conditions fe.g„ enemies, race, pregnancy, smohing and alcohol use, hepelic/renal dysfunction, etc ) (continued) 


F, Concomitent MedIcxI Products end Therapy Dates (Exclude treatment of event) (continued) 



SEP I c ioi5 




